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Applicants' Amendment filed December 22, 2006 is acknowledged. Original 
claims 1 , 2 and 5-48 are canceled. New claims 49-66 are presented. Accordingly, 
claims 3, 4 and 49-66 are pending. It is noted claims 3 and 4 are dependent from a 
canceled claim. Cross-reference information to a related application is noted. 

In the last Office Action Applicants elected the species for a pharmaceutical 
composition comprising 1 ) two appetite suppressants, 2) an appetite suppressant and a 
metabolic rate enhancer, 3) an appetite suppressant and a nutrient absorption inhibitor, 
4) two metabolic rate enhancers, 5) a metabolic rate enhancer and a nutrient absorption 
enhancer, is acknowledged. Specifically, Applicants elected composition species, for 1) 
two appetite suppressants, AM 251 and phentermine; for 2) an appetite suppressant 
and a metabolic rate enhancer, AM 251 and L-796568; for 3) an appetite suppressant 
and a nutrient absorption inhibitor, AM 251 and orlistat; for 4) two metabolic rate 
enhancers, L-796568 and theophylline; for 5) a metabolic rate enhancer and a nutrient 
absorption inhibitor, L-796568 and orlistat. 

Further, in response to the Restriction Requirement of record, Applicants elected 
methods and compositions comprising two active agents in the five categories supra in 
a method of treating obesity, that is unrelated to diabetes, overeating and bulimia. 

Accordingly, newly submitted claims 54-66 are directed to inventions that are 
independent or distinct from the invention originally claimed for the following reasons: 
The elected species under consideration were those set forth supra in compositions and 
methods of treating obesity. Treatment of diabetes was withdrawn from consideration in 
the last Office Action. 
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Since Applicants have received an Action on the merits for the originally 
presented invention, this invention has been constructively elected by original 
presentation for prosecution on the merits. Accordingly, claims 54-66 are withdrawn 
from consideration as being directed to non-elected inventions. See 37 CFR 1.142(b) 
and MPEP§ 821.03. 

The subject matter presently under consideration are specifically those appetite 
suppressant species recited supra, claims 49-53, drawn to compositions and methods 
of treatment of obesity of a non-diabetic etiology, comprising administering the 
compositions comprising the elected combination . Al\/I251 and phentermine. Claims 3, 
4, 54-66 and those combinations and methods of use not drawn to the treatment of 
obesity of a non-diabetic etiology, comprising AM251 and phentermine, are withdrawn 
from consideration by the Examiner, 37 CFR 1.42(b), as drawn to non-elected 
inventions. Re-affirmation of the elected subject matter is requested when Applicants 
respond to this Office Action. 

Applicants' arguments set forth in the Amendment filed December 22, 2006 have 
been considered. However, rejections not reiterated from the previous Office Action are 
hereby withdrawn. The following rejection is newly applied and constitutes the sole 
rejection being applied. In light of the new rejection, this Office Action is non-final. 

The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 49-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Clark et al.. U.S. Patent 5.597,797. and Hjorth et al.. Society for Neurosclence Abstract 
Viewer and Itinerary Planner 

Clark teaches the co-administration of various appetite suppressants, such as 
phentermine. which may be combined with growth hormone and IGF-I. to treat or 
prevent obesity. See column 16, lines 26-65, as well as column 31 . lines 55-57, where 
Clark teaches combination treatment results by far in the greatest loss of fat, suggesting 
a synergistic effect on fat loss. As required by instant claim 53, Clark teaches treatment 
of obesity-related disorders, such as polycystic ovarian disease or insulin resistance. 
See column 7, lines 56-67. Hjorth teaches the administration of the compound AM 251, 
1-(2,4-dichlorophenyl)-5-(4-iodophenyl)-4-methyl-N-1-piperidinyl-1H-pyrazole-3- 
carboxamide, an inverse agonist at cannabinoid CBi receptors, results in weight loss. 

Therefore, in view of the combined teachings of Clark and Hjorth, one skilled in 
the art would have been motivated to prepare and administer a composition comprising 
a combination of phentermine and AM 251 with a reasonable expectation of treating 
obesity. In the absence of a showing of unexpected results commensurate in scope 
with the claims, it would have been prima facie obvious to combine the agents to treat 
obesity. Both compounds are taught in the prior art to be useful in the induction of 
weight loss. In the absence of evidence to the contrary, it is prima facie obvious to use 
in combination two or more compounds that have previously been used separately for 
the same purpose. See In re Kerl<lioven, 205 USPQ 1069. It is not inventive to 



Application/Control Number: 10/730,704 Page 5 

Art Unit: 1614 

combine old ingredients of known properties. This is especially true in the field of 
obesity where combination therapies of known ingredients are conventional. 

Specific statements in the references that would spell out the claimed invention 
are not necessary to show obviousness since questions of obviousness involve not only 
what references expressly teach, but also what they would collectively suggest to one of 
ordinary skill in the art. 

The open language of the present claims allows for the inclusion of any number 
of additional active agents. 

No claim is allowed. 

Zhou et al., Society for Neuroscience Abstract Viewer and Itinerary Planner , is 
cited to show further the state of the art. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached from 10:30 to 7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel. can be reached 571-272- 
071 8. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more infomriation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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